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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Care  Financing  Administration 

42  CFR  Part  405 

Medicare  Program;  Incentive 
Reimbursement  for  Outpatient  Dialysis 
and  Self-Care  Dialysis  Training 

agency:  Health  Care  Financing 
Administration  (HCFA),  HHS. 
action:  Proposed  rule. 

SUMMARY.  This  proposed  regulation 
provides  for  reimbursing  the  cost  of 
outpatient  maintenance  renal  dialysis 
and  self-care  dialysis  training 
treatments  furnished  to  Medicare 
patients  dialyzing  in  a  hospital  or 
independent  facility.  It  implements 
section  1881(b)(2)(B)  of  the  Social 
Security  Act,  which  provides  for  an 
incentive  reimbursement  method  to 
encourage  economies  in  the  delivery  of 
these  treatments. 

The  proposed  regulation  would 
establish  a  prospective  payment  for 
various  types  of  dialysis  treatments 
through  a  set  of  national  rates, 
periodically  adjusted.  It  would  allow  a 
1-year  transition  period  for  those 
facilities  with  costs  significantly  above 
the  rates,  and  authorize  an  exception  to 
the  established  national  rate  for 
facilities  with  an  atypical  patient  mix  or 
other  circumstances  warranting  a  higher 
rate. 

Also  included  in  this  proposed  rule  is 
an  explanation  of  the  proposed 
methodology  by  which  we  plan  to 
establish  the  first  set  of  national  rates,  if 
the  regulation  is  adopted.  We 
specifically  invite  comment  on  this 
proposed  methodology. 

DATES:  In  order  to  assure  consideration, 
written  comments  or  suggestions  should 
be  submitted  on  or  before  November  25, 
1980. 

ADDRESSES:  Address  comments  to: 
Administrator,  Health  Care  Financing 
Administration,  Department  of  Health 
and  Human  Services,  P.O.  Box  17073, 
Baltimore,  Maryland  21235. 

If  you  prefer,  you  may  deliver 
comments  to:  309G  Hubert  H.  Humphrey 
Bldg.,  200  Independence  Avenue,  S.W., 
in  Washington,  D.C.;  or  to  Room  789 
East  High  Rise  Bldg.,  6401  Security  Blvd., 
Baltimore,  Maryland. 

In  commenting,  please  refer  to  file 
code  OSP-2-P.  Agencies  and 
organizations  are  requested  to  submit 
their  comments  in  duplicate.  Comments 
will  be  available  for  public  inspection, 
beginning  approximately  2  weeks  after 
publication,  in  Room  309G  of  the 
Department's  offices  at  200 


Independence  Avenue,  SW  Washington, 
D.C.,  on  Monday  through  Friday  of  each 
week,  from  8:30  a.m.  to  5:00  p.m. 
(telephone  202-245-7890). 

FOR  FURTHER  INFORMATION  CONTACT: 

Bernadette  Schumaker,  301-597-1048. 

SUPPLEMENTARY  INFORMATION: 

I.  Introduction 

Legislative  Background 

The  Social  Security  Amendments  of 
1972  (Pub.  L.  92-603)  provided  Medicare 
coverage  for  end-stage  renal  disease 
(ESRD)  patients  who  meet  certain 
entitlement  requirements.  Since  its 
inception,  a  number  of  studies  and 
public  hearings  have  been  conducted  to 
assess  the  operation  and  effectiveness 
of  the  ESRD  program.  The  results 
indicate  that  the  program  has  been 
generally  successful  in  protecting  renal 
disease  patients  against  the  catastrophic 
costs  of  needed  care.  However,  there 
have  been  a  number  of  serious  problems 
which  threaten  to  undermine  the 
stability  and  effectiveness  of  the  ESRD 
program.  The  major  problem  is  the  high 
and  steadily  rising  cost  of  the  program 
and  the  burden  it  can  place  on  the 
Medicare  trust  funds  unless  steps  are 
taken  to  make  it  more  cost  effective. 

The  End-Stage  Renal  Disease  Program 
Amendments  of  1978  (Pub.  L.  95-292) 
were  enacted  to  alleviate  this  problem. 
The  amendments  added  section 
1881(b)(2)(B)  to  title  XVIII  of  the  Social 
Security  Act,  directing  the  Secretary  of 
HHS  to  promulgate  regulations 
establishing  an  incentive  reimbursement 
method  for  dialysis  services  furnished 
by  ESRD  facilities  to  Medicare  patients. 
The  amendments  provided  that  an 
incentive  reimbursement  method  would 
be  established  on  a  cost-related  or  other 
equitable  and  economically  efficient 
basis,  with  incentives  for  encouraging 
more  efficient  and  cost-effective 
delivery  of  these  dialysis  services.  The 
reimbursement  method  may  also 
provide,  to  the  extent  determined 
feasible  by  the  Secretary,  a  system  for 
classifying  comparable  providers  and 
facilities  and  for  prospectively  set  rates 
or  target  rates  with  arrangements  for 
sharing  reductions  in  cost  attributable  to 
more  efficient  and  cost-effective 
delivery  of  services. 

The  rules  proposed  in  this  Notice  of 
Proposed  Rulemaking  apply  to 
outpatient  maintenance  dialysis  and 
self-care  dialysis  training  provided  on 
the  site  of  the  ESRD  facility.  We  have 
separate  rules  for  reimbursing  self¬ 
dialysis  done  in  the  beneficiary’s  house. 
Under  section  1881(b)(4),  the  Secretary 
is  authorized  to  enter  into  agreements 
with  providers  and  independent 
facilities  to  pay  for  home  dialysis 


services  on  the  basis  of  a  target  rate. 
Under  section  1881(b)(6),  the  Secretary 
is  required  to  set  this  target  rate  each 
year  at  a  level  not  to  exceed  70  percent 
of  the  national  average  payment  during 
the  preceding  year  (adjusted  for  regional 
variations)  for  outpatient  dialysis. 
Regulations  implementing  these 
provisions  (42  CFR  405.440  and  405.691) 
were  published  on  October  19, 1979  (44 
FR  60287).  If  this  proposed  regulation  on 
incentive  rates  becomes  final,  the  rates 
set  under  it  (including  these  exceptions 
granted  in  individual  cases)  would 
become  the  basis  for  setting  the  target 
rate  for  home  dialysis. 

Summary  of  Proposed  Regulation 

Currently,  we  pay  a  hospital  for  an 
outpatient  maintenance  dialysis 
treatment  80  percent  of  the  average  cost 
to  the  hospital  of  furnishing  that 
treatment,  up  to  a  screen  of  $138  per 
treatment  (excluding  physicians’ 
services)  unless  an  exception  is 
requested  and  granted.  For  a  self-care 
dialysis  training  treatment,  we  allow  a 
different,  greater  amount  per  treatment 
than  the  amount  we  allow  for  an 
outpatient  maintenance  dialysis 
treatment. 

We  reimburse  facilities  that  are  not 
hospitals  for  outpatient  maintenance 
dialysis  treatments  on  a  reasonable 
charge  basis,  but  we  allow  no  more  than 
$138  per  treatment  (excluding 
physicians’  services)  unless  an 
exception  is  requested  and  granted. 
Again,  we  allow  a  different,  greater 
amount  per  treatment  for  self-care 
training. 

We  propose  to  establish  a  prospective 
per  treatment  incentive  reimbursement 
rate  for  outpatient  maintenance  dialysis 
treatments.  Our  payment  would  be  80 
percent  of  this  rate. 

We  propose  that  the  regulation  permit 
an  ongoing  exception  to  allow  payment 
above  the  incentive  reimbursement  rate 
to  facilities  with  unusual  circumstances; 
for  example,  the  patients  have  special 
needs  or  the  facility  is  a  sole  community 
supplier  of  services.  We  also  propose 
that  the  regulation  permit  payment 
above  the  incentive  reimbursement  rate 
for  a  1-year  transition  period  to  facilities 
whose  costs  are  above  the  rate.  In  this 
instance,  the  payment  would  be  80 
percent  of  the  lower  of  (1)  the  facility’s 
actual  cost  or  (2)  the  75th  percentile  of 
the  facility’s  group’s  array  of  average 
costs  per  treatment.  (The  average  cost 
would  be  weighted  by  number  of 
treatments,  and  the  labor  component 
would  be  adjusted  by  the  area  wage 
index).  We  propose  to  require  an  audit 
of  the  cost  report  of  any  facility 
permitted  payment  above  the  incentive 
reimbursement  rate. 


Federal  Register  /  Vol.  45,  No.  189  /  Friday,  September  26,  1980  /  Proposed  Rules 


64009 


We  propose  to  have  the  regulation 
require  publication  of  periodic  notices  to 
set  forth  the  incentive  reimbursement 
rate  and  to  explain  the  methodology 
used  to  compute  the  rate. 

The  last  major  feature  of  the 
regulation  is  a  requirement  that  all 
approved  end-stage  renal  disease 
facilities  keep  adequate  records  and 
submit  cost  reports. 

We  anticipate  that  the  establishment 
and  effective  administration  of  this 
incentive  rate  system  will  have  a 
leveling  influence  on  cost  for  outpatient 
maintenance  dialysis  and  respond  to  the 
mandate  in  Pub.  L.  95-292  to  encourage 
greater  program  efficiencies.  Since 
facilities  will  be  rewarded  for 
economical  and  efficient  operations 
under  this  proposal,  we  further  expect 
they  will  be  motivated  to  examine 
closely  the  individual  cost  components 
of  a  treatment,  such  as  staffing,  supplies, 
overhead,  etc.,  and  introduce  more 
efficiencies  into  the  delivery  of  these 
services.  At  the  same  time,  in  the 
development  of  this  incentive  rate,  we 
continue  to  be  very  mindful  of  the  need 
to  balance  incentives  for  efficiency  in 
this  area  with  the  provision  of  health 
care  appropriate  to  the  needs  and 
abilities  of  patients  receiving  this  care. 

Summary  of  Proposed  Initial 
Methodology 

In  order  to  implement  the  proposed 
regulation,  we  would  classify  facilities 
into  four  different  groups  according  to 
the  setting  (rural  vs.  urban)  and  the  type 
(hospital-based  or  non-hospital-based) 
of  facility.  We  would  calculate  a  rate  for 
each  group  equal  to  the  median  of  the 
average  costs  per  treatment  (after 
adjusting  each  wage  component  by  the 
area  wage  index)  of  all  facilities  in  that 
group.  The  labor  component  of  the  rate 
for  each  individual  facility  would  then 
be  adjusted  by  the  area  wage  index. 

In  developing  this  methodology,  we 
have  been  mindful  not  only  of  the  need 
to  provide  fair  and  equitable 
reimbursement  with  an  incentive  for 
efficient  operation,  but  also  of  ihe 
concerns  expressed  by  the  HHS 
Inspector  General  about  our  current 
method  of  reimbursement.  Based  on  the 
audit  activities  of  his  staff,  the  Inspector 
General  has  expressed  concern  that  the 
cost  data  available  to  us  may  be 
overstated  in  some  cases  and  that  our 
present  level  of  reimbursement  may  be 
higher  than  would  be  justified  by  more 
reliable  cost  information. 

Because  we  are  not  confident  that  the 
cost  data  currently  available  to  us  is 
consistently  reliable,  we  are  planning  to 
conduct  a  set  of  thorough  audits  of  a 
selectedsample  of  ESRD  facilities.  We 
are  not,  at  this  time,  setting  forth  a 


proposed  rate  for  public  comment. 
Instead,  we  are  seeking  comment  on  a 
proposed  methodology.  If  we  adopt  this 
methodology,  we  would  apply  it  to  the 
cost  data  obtained  from  our  audits. 

When  the  audits  are  completed  and 
analyzed,  we  will  publish  a  notice  in  the 
Federal  Register  setting  forth  our 
proposed  rates. 

II.  Discussion  of  Proposed  Regulation 

Major  Issues 

In  developing  the  incentive 
reimbursement  regulation  being 
proposed  in  this  notice,  we  identified  the 
following  issues  and  considered  the 
following  alternatives. 

1.  Prospective  Rate  vs.  Retroactive 
Settlement  We  are  proposing  to  pay  a 
prospective  rate  that  the  end-stage  renal 
disease  facility  furnishing  the  dialysis 
would  retain,  even  if  its  costs  were 
below  that  rate.  We  considered  the 
alternative  of  having  a  retroactive 
adjustment  at  the  end  of  an  accounting 
year,  for  the  purpose  of  sharing  any 
savings  between  the  facility  and  HHS, 
perhaps  on  a  50-50  basis  or  some  other 
formula.  We  believe,  however,  that  such 
a  system  would  thwart  the  statutory 
purpose  of  setting  a  prospective  rate  and 
would  be  administratively  cumbersome, 
since  it  would  entail  an  extensive, 
retrospective  review  of  the  cost  reports 
for  approximately  800  facilities. 
Moreover,  requiring  a  facility  to  return  a 
portion  of  its  cost  savings  to  us  would 
clearly  diminish  its  incentives  to  reduce 
its  costs  by  a  substantial  degree.  We 
think  that  our  proposal  is  consistent 
with  the  statutory  provision,  which  is 
designed  to  create  incentives  for  more 
efficient  delivery  of  care,  and  that  the 
administrative  costs  and  complexities  of 
the  alternatives  we  considered  would 
outweigh  the  marginal  program  savings 
to  be  achieved  by  a  savings  sharing 
requirement. 

2.  National  vs.  Regional  Rates.  The 
proposed  method  provides  for  national 
rates  with  an  area  adjustment  for  labor 
costs.  We  considered  a  variety  of 
options  such  as  setting  rates  by 
geographic  region  (ESRD  network,  HHS 
region,  etc.).  While  the  data  that  we 
have  received  from  facilities  disclosed  a 
range  in  cost  by  geographic  area,  it  also 
disclosed  a  broad  range  of  cost  within  a 
geographic  area.  The  data  presently 
available  to  us  are  not  adequate  to 
allow  us  to  determine  the  reasons  for 
the  variations.  Nor  do  the  data  support  a 
pattern  of  geographical  variation 
sufficient  to  justify  geographical 
adjustments  other  than  the  wage  rate 
adjustments. 

As  we  collect  more  extensive  and 
more  valid  data  under  this  regulation, 


we  will  analyze  them  to  determine  what 
factors  are  primarily  causing  the 
variations  and  whether  these  factors 
warrant  our  establishing  geographical 
rates.  We  also  point  out  that  the 
adjustments  available  during  the 
proposed  transition  period  would  soften 
greatly  the  impact  of  national  rates  on 
geographical  variations  in  cost. 

3.  One  Rate  vs.  Separate  Rates  for 
Staff-Assisted  and  Self-Dialysis.  We 
considered  establishing  separate  rates 
for  dialysis  that  is  done  with  staff 
assistance  and  that  which  is  self- 
administered  by  the  beneficiary.  The 
latter  is  less  expensive  in  virtually  all 
cases.  We  decided,  however,  that  a 
single  rate  would  encourage  facilities  to 
maximize  the  less  expensive  dialysis 
whenever  it  is  appropriate.  In  our  view, 
this  approach  would  not  involve  a  risk 
that  beneficiaries  would  be  placed  on 
self-dialysis  who  are  not  capable  of 
doing  so  properly.  The  decision  whether 
to  place  a  patient  in  self-dialysis  will  be 
the  physician’s,  who  knows  best  the 
patient’s  capabilities. 

4 .  Adjustment  for  Large  Volume 
Facilities.  We  believe  that  facilities  that 
furnish  a  large  volume  of  treatments 
should  be  able  to  achieve  economies  (by 
buying  supplies  in  bulk,  for  example) 
and  that  it  might  be  reasonable  to  make 
adjustments  in  the  rate  to  account  for 
and  encourage  such  economies. 
However,  our  current  data  do  not 
provide  an  adequate  basis  for  such  a 
proposal.  We  would  like  comments  on 
possible  methods  for  building  reductions 
for  large-scale  economies  into  the 
incentive  reimbursement  rate. 

5.  Basis  of  the  Rate.  Although  the 
basis  of  the  rate  is  not  part  of  the 
regulation  itself,  the  basis  of  the  rate  is 
one  of  the  most  important  issues  we  had 
to  consider.  The  basis  of  the  rate,  or 
methodology,  will  establish  the  rate  we 
will  allow  for  reimbursement. 

Our  proposed  methodology  is 
explained  in  detail  below,  under  the 
caption,  “III.  Proposed  Methodology  of 
Initial  Rates.”  In  brief,  on  the  basis  of 
the  cost  data  we  have,  we  propose  to 
differentiate  between  hospital-based 
facilities  and  non-hospital-based 
facilities  (referred  to  as  “hospitals”  and 
“independents,”  respectively)  and 
between  urban  and  rural  locations.  This 
differentiation  results  in  four  groups  of 
facilities:  urban  hospitals,  rural 
hospitals,  urban  independents  and  rural 
independents. 

Each  of  the  rates  for  these  four  groups 
would  be  a  prospective,  composite  rate 
constructed  using  the  major  cost 
components  of  a  cost  per  treatment. 
These  components  are  labor  and 
nonlabor,  the  latter  consisting  of 
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supplies,  overhead  and  related  costs, 
and  other  direct  costs. 

We  would  periodically  publish  the 
specific  methodology  used  to  determine 
the  rate  in  a  separate  notice  with  a 
public  comment  period. 

6.  Bad  Debts.  We  considered  two 
basic  options  for  treating  bad  debts 
under  this  regulation.  Bad  debts 
resulting  from  uncollectable  Medicare 
deductibles  and  coinsurance  amounts 
are  allowable  costs  under  42  CFR 
405.420.  For  this  reason  we  think  it  is 
appropriate  to  reimburse  the  facility  for 
Medicare  bad  debts. 

The  first  option  would  allow  for  the 
payment  of  bad  debts  written  off  during 
the  year  in  a  special  payment  at  the  end 
of  the  year.  Under  this  option,  a  facility 
would  have  to  prove  that  it  had  made  a 
reasonable  collection  effort.  Also,  the 
facility  would  be  expected  to  comply 
with  the  rules  in  42  CFR  405.420 
regarding  the  charging  of  bad  debts  and 
recovery  of  bad  debts  and  the  criteria 
for  allowable  bad  debts. 

The  second  option  would  not  allow  a 
specific  write-off  of  bad  debts,  but 
would  include  an  allowance  for  bad 
debts  in  the  dialysis  charge  and  the 
calculation  of  the  rate. 

We  are  proposing  the  first  option, 
allowing  a  specific  write-off  of  bad 
debts,  in  accordance  with  the  principles 
set  out  in  section  405.420.  This  would 
permit  us  to  pay  each  facility  the  exact 
amount  of  its  bad  debts. 

7.  Amount  of  Payment.  In  accordance 
with  section  1881(b)(2)(A)  of  the  Act,  we 
propose  to  pay  each  approved  facility  80 
percent  of  the  prospective  rate  per 
treatment  after  the  beneficiary  meets  his 
or  her  part  B  deductible.  We  would  also 
require  that  the  beneficiary’s  liability  be 
limited  to  the  deductible  and  the 
remaining  20  percent  of  the 
reimbursement  rate  per  treatment. 

If  we  permit  a  facility  a  retroactive 
exception  (see  numbers  8  and  9,  below) 
to  the  incentive  rate,  we  would  pay  the 
facility  80  percent  of  the  difference 
between  the  incentive  rate  and  the 
amount  we  determine  allowable  under 
the  exception  process.  The  beneficiaries 
would  be  liable  for  the  remaining  20 
percent.  In  some  circumstances  this  will 
result  in  a  retroactive  increase  in  the 
amount  of  a  beneficiary’s  liability.  We 
invite  comment  on  how  this  situation 
should  be  handled  and  whether  we 
should  attempt  to  assume  some  of  the 
beneficiaries’  liability.  For  example,  if 
the  facility  has  not  collected  all  the 
beneficiaries’  share  of  the  extra  amount 
allowed  after  reasonable  collection 
effort,  should  we  treat  the  uncollected 
portion  as  though  it  were  a  bad  debt  and 
reimburse  the  facility  accordingly? 


8.  Payment  During  Transition  Period. 
During  a  1-year  transitional  period 
starting  with  cost  reporting  periods 
beginning  after  the  effective  date  of  this 
regulation,  the  regulation  would  permit 
payment  above  the  prospective  rate. 

This  period  would  allow  facilities  whose 
per  treatment  costs  are  above  the 
applicable  established  prospective  rate 
the  opportunity  to  reduce  their  costs 
over  the  year,  rather  than  having  to  meet 
the  rates  during  the  first  cost  reporting 
period  after  the  rate  is  established.  The 
amount  of  payment  would  be  limited  to 
80  percent  of  the  lower  of  (1)  the  amount 
of  the  facility’s  reasonable  cost  per 
treatment  or  (2)  the  75th  percentile  of 
the  average  group  costs  of  the 
appropriate  group. 

We  would  determine  the  75th 
percentile  as  follows.  For  each  of  the 
four  groups,  we  would  have  two  arrays: 
one  of  nonlabor  costs  and  one  of  labor 
costs,  each  weighted  by  the  number  of 
treatments.  The  labor  costs  would  be 
adjusted,  prior  to  being  arrayed,  by  the 
area  wage  index  in  order  to  eliminate 
regional  variation.  We  would  compute 
the  75th  percentile  for  each  type  of  cost 
and  add  the  two  75th  percentiles 
together  to  establish  the  composite  75th 
percentile  for  the  group.  A  facility’s 
specific  payment  would  then  be 
determined  by  adjusting  the  group  labor 
component  by  the  area  wage  index 
applicable  to  that  facility. 

Using  the  75th  percentile  would  result 
in  our  paying  80  percent  of  the  actual 
cost  of  services  costing  more  than  the 
prospective  rate  but  less  than,  or  the 
same  as,  the  75th  percentile  amount.  The 
facilities  furnishing  the  remaining 
services  would  not  be  reimbursed  for 
the  difference  between  their  actual  costs 
and  the  amount  at  the  composite  75th 
percentile. 

9.  Ongoing  Exceptions  to  the  Incentive 
Reimbursement  Rate.  We  would  also 
grant  an  exception  to  the  incentive 
reimbursement  rate,  if  justified  in 
limited  circumstances,  for  any  year  in 
which  the  facility’s  incurred  allowable 
cost  exceeds  the  prospective  rate. 

The  criteria  that  will  be  considered  in 
reviewing  an  exception  for 
reimbursement  in  excess  of  the 
prospective  rate  are  (1)  excess  cost  due 
to  atypical  services  as  compared  to  the 
services  of  other  facilities;  (2)  excess 
cost  due  to  low  utilization  incurred  by 
facilities  approved  by  the  Secretary  for 
a  time  limited  exception  (§405.2122(b)); 
(3)  excess  costs  due  to  extraordinary 
circumstances  beyond  the  control  of  the 
facility  (e.g.,  a  flood);  or  (4)  excess  costs 
due  to  the  facility  being  the  sole 
community  supplier  of  services.  In  these 
situations  we  will  pay  80  percent  of  the 
reasonable  cost,  to  the  extent  it  is 


justified  by  the  basis  for  the  exception. 
The  beneficiaries  would  be  liable  for  the 
remaining  20  percent  (and  any  unmet 
part  B  deductible)  of  the  rate. 

We  are  proposing  these  exceptions 
because  the  circumstances  are  those 
which  seem  to  justify  higher  costs  than 
the  average.  Some  of  these  exceptions 
parallel  the  exceptions  and  exceptions 
used  in  setting  cost  limits.  (See  42  CFR 
405.460  (e)  and  (f).)  However,  we  are 
proposing  them  only  as  exceptions,  not 
exemptions. 

10.  Amount  of  Payment  Based  on 
Reasonable  Cost.  If  a  facility  received 
an  exception,  or  if  it  is  being  reimbursed 
during  the  1-year  transition  period  on 
the  basis  of  costs  higher  than  the 
prospective  rate,  the  intermediary  would 
determine  the  reasonableness  of  costs  in 
accordance  with  42  CFR  Subpart  D, 
“Principles  of  Reimbursement  and 
Services  for  Provider  Costs  and  for 
Services  by  Hospital-Based  Physicians.” 
In  determining  costs  for  ESRD  services, 
however,  the  intermediary  would  not 
apply  certain  specified  sections  of  the 
regulations.  These  are  discussed  later  in 
this  preamble  under  the  heading  “Cost 
Data.”  If  we  decided  to  pay  a  facility  a 
higher  rate,  we  would  pay  it 
retroactively  to  the  beginning  of  the 
facility’s  cost  reporting  period  (or  to  the 
change  in  circumstances  that  caused  ther 
increased  costs)  and  prospectively  to 
the  end  of  the  cost  reporting  period. 

11.  Process  for  Requesting  Payment 
Above  Prospective  Rate.  Any  facility 
would  be  able  to  request  an  exception 
or  take  advantage  of  the  1-year 
transition  rate.  .To  do  so,  it  would  have 
to  submit  its  request  within  180  days  (a) 
after  we  have  notified  the  facility  of  its 
rate;  or  (b)  after  a  cost-increasing  event 
(e.g.,  a  flood).  The  exception  would  be 
valid  only  for  the  remainder  of  the  cost 
reporting  year  for  which  it  was  granted; 
that  is,  each  facility  would  have  to  apply 
yearly  for  an  exception. 

12.  Facility’s  Right  to  Review.  Any 
facility  whose  request  for  payment 
above  the  prospective  rate  is  denied  in 
total,  or  is  not  met  to  the  facility’s 
satisfaction,  could  request  a  review 
under  42  CFR  Part  405  Subpart  R,  which 
sets  forth  procedures  for  review  by  the 
intermediary,  the  Provider 
Reimbursement  Review  Board  (PRRB) 
and  the  Administrator. 

A  facility  could  request  an  exception 
at  any  time  before  or  during  its  cost 
reporting  year  (as  long  as  the  request  is 
made  within  the  180-day  limit 
mentioned  in  11.  above).  In  order  to 
expedite  a  resolution  of  this  issue,  if  its 
exception  request  is  not  approved  the 
facility  would  be  able  to  seek  an  appeal 
before  the  PRRB  immediately,  without 
waiting  until  the  end  of  its  cost  reporting 
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year.  In  this  instance,  we  are  making 
PRRB  review  available  as  a  matter  of 
our  administrative  discretion  in 
implementing  the  ESRD  program.  This 
review  would  not  be  the  normal  PRRB 
review  established  under  section  1878  of 
the  Act. 

Under  section  1878,  the  PRRB  only  has 
jurisdiction  over  cases  in  which  there  is 
$10,000  or  more  in  dispute.  Even  though 
it  will  likely  be  difficult  to  determine  the 
amount  in  controversy  at  this  stage  of  a 
dispute,  we  would,  as  a  matter  of  policy, 
continue  to  apply  this  requirement  to  a 
facility’s  appeal  on  its  exception 
request.  We  would  retain  the 
Administrator’s  review  of  the  PRRB 
decision  but,  in  our  view,  there  would 
not  be  jurisdiction  for  judicial  review 
until  after  the  close  of  the  cost  report 
year. 

At  the  close  of  its  cost  reporting  year, 
a  facility  would  be  able  seek  review  of 
its  final  reimbursement  in  accordance 
with  Part  405,  Subpart  R. 

In  order  to  implement  these  review 
procedures  properly,  we  would  have  to 
establish  that  the  amount  in  controversy 
is  $10,000  or  more.  For  this  purpose,  the 
amount  per  treatment  would  be  limited 
to  the  lower  of  (a)  the  amount  the 
facility  requests  minus  the  amount  we 
agree  to  pay  as  a  result  of  its  request;  or 

(b)  the  facility’s  reasonable  cost  minus 
the  amount  we  agree  to  pay  the  facility. 

For  example,  suppose  a  facility 
requests  $181,  we  allow  $177,  and  the 
cost  turns  out  to  be  $183.  The  amount  in 
controversy  per  treatment  would  be  $181 
minus  $177,  or  $4,  not  $183  minus  $177, 
or  $6. 

We  are  developing  a  recodification  of 
Subpart  R,  which  would  include 
conforming  changes  if  this  proposed 
regulation  is  issued  as  a  final  rule. 

Establishing  Rates 

We  would  implement  the  regulation 
by  publishing  proposed  and  final  notices 
in  the  Federal  Register  periodically  to 
establish  rates  applicable  to  subsequent 
cost  reporting  periods.  We  would 
explain  in  these  notices  the  basis  on 
which  we  established  the  rates.  We  may 
adopt,  through  the  notice,  reasonable 
classifications  of  facilities  and  we  may 
establish  different  rates  for  different 
types  of  treatment. 

Cost  Data 

Under  section  1881(b)(2)(B)  of  the  Act, 
the  Secretary  must  prescribe  in 
regulations  any  method  or  procedures  to 
determine  the  costs  incurred  in 
furnishing  covered  dialysis  services  to 
patients  dialyzing  in  the  facility.  The 
proposed  regulation  provides  that  each 
facility  must  keep  adequate  records  and 
report  annually  the  cost  of  its  services  in 


accordance  with  current  Medicare 
principles  of  cost  reimbursement.  The 
uniformity  in  cost  reporting  will  enable 
the  program  to  compare  for  the  first 
time,  the  costs  of  renal  dialysis  services 
furnished  by  facilities.  This  will  provide 
a  uniform  base  to  be  used  for  program 
analysis  and  planning  and  to  assist  in 
establishing  future  payment  rates. 

We  propose  to  exclude  several 
otherwise  applicable  Medicare 
principles  of  reimbursement  from  cost 
reporting  requirements  that  facilities 
normally  use  to  determine  allowable 
types  and  items  of  cost  for  outpatient 
dialysis  treatments.  These  principles 
would  be  excluded  by  facilities  when 
they  figure  out  their  costs,  whether  or 
not  they  apply  for  an  exception,  and  by 
us  when  we  compute  the  incentive 
reimbursement  rates. 

(a)  Section  405.429.  The  first  principle 
we  propose  to  exclude  is  set  forth  at 

§  405.429,  Return  on  equity  capital  of 
proprietary  providers.  The  purpose  of 
§  405.429  is  to  permit  payment  of  an 
amount  above  costs  to  proprietary 
providers  to  allow  a  profit.  Since  the 
purpose  of  the  incentive  reimbursement 
rate  would  be  to  give  facilities  an 
incentive  to  reduce  costs  to  realize  a 
profit  from  the  rate,  §  405.429  would  be 
inappropriate. 

(b)  Section  405.436.  This  section, 
“Reimbursement  of  organ  procurement 
agencies  (OPA)  and  histo-compatibility 
laboratories,”  is  not  applicable  to 
outpatient  maintenance  dialysis 
treatments  and  is  therefore  excluded 
from  reporting  requirements. 

(c)  Sections  405.451,  405.454,  405.455, 
405.460,  and  405.461.  These  sections  are 
entitled  respectively  "Cost  related  to 
patient  care,”  “Payments  to  providers,” 
“Amount  of  payments  where  customary 
charges  for  services  furnished  are  less 
than  reasonable  costs,"  “Limitations  on 
reimbursable  costs,”  and  “Limitations 
cn  coverage  of  costs;  charges  to 
beneficiaries  where  cost  limits  are 
applied  to  services.”  All  of  them  deal 
with  procedural  requirements  or 
provider  reimbursement  principles  not 
applicable  to  outpatient  maintenance 
dialysis. 

(d)  Sections  405.465  through  405.488. 
These  sections  address  the  allocation  of 
reimbursement  for  hospital-based 
physicians’  services  between  parts  A 
and  B.  Since  we  pay  for  physicians’ 
services  for  outpatient  dialysis  solely 
through  Part  B,  the  reimbursement 
principles  involved  in  these  sections  do 
not  apply  to  reimbursement  for 
outpatient  dialysis  services. 

Conforming  Changes 

We  propose  to  make  changes  to  two 
regulation  sections  (§ §  405.502  and  405. 


541)  so  that  these  sections  conform  to 
the  amendments  proposed  here.  The 
effect  of  these  changes  will  be  to  end 
payment  on  a  reasonable  charge  basis 
to  independent  facilities  when  the 
proposed  changes  become  effective. 

III.  Proposed  Methodology  of  Initial 
Rates 

A.  Basic  methodology.  The 
methodology  we  propose  to  use  to 
develop  the  initial  incentive 
reimbursement  rates  is  as  follows: 

1.  We  would  first  classify  facilities 
into  two  groups:  “hospitals”  and 
“independents.”  For  purposes  of  the 
regulation,  a  hospital  (or  hospital-based 
facility)  is  any  approved  ESRD  facility 
that  is  either  owned  or  operated,  or 
both,  by  a  hospital  and  furnishes  ESRD 
services  directly  to  its  patients.  An 
independent  (or  non-hospital-based 
facility)  is  any  approved  ESRD  facility 
that  is  owned  and  operated 
independently  from  a  hospital  and 
furnishes  ESRD  services  directly  to  its 
patients.  We  would  further  break  down 
these  groups  into  urban  and  rural 
groups,  so  that  we  have  4  groups:  urban 
hospitals,  rural  hospitals,  urban 
independents  and  rural  independents. 

We  examined  the  possibility  of  having 
the  same  rate  applied  to  both  hospitals 
and  independents. 

However,  our  data  show  that 
hospitals  consistently  incur  higher  costs 
for  dialysis  treatments  than  do 
independents.  The  data  currently 
available  to  us  indicate  that  labor  costs 
for  hospitals  as  a  group  average  about 
30  percent  higher  than  for  independents, 
and  the  average  costs  for  supplies, 
overhead  and  other  costs  are  about  13 
percent  higher.  We  do  not  have 
sufficient  information  at  this  time  to 
make  a  reliable  conclusion  why 
hospitals  incur  higher  costs.  Many 
hospitals  state  it  is  a  result  of  their 
treating  patients  who  are  more  seriously 
ill,  or  have  a  higher  incidence  of  multiple 
diagnoses,  than  is  the  case  typically  of 
independents.  We  are  investigating  the 
causes  of  these  differential  costs  with  a 
view  towards  establishing  a  single  rate. 
If  the  data  supported  one  rate,  we  would 
examine  the  results  of  phasing  out  the 
dual  rate  over  a  three-year  period.  At 
this  time,  however,  we  are  concerned 
that  our  failure  to  account  for  these 
differences,  and  to  set  separate  rates, 
would  result  in  inadequate 
reimbursement  for  hospital-based 
facilities.  This,  in  time,  might  result  in 
their  curtailing  their  activities  and  might 
seriously  hinder  the  access  of  our 
beneficiaries  to  adequate  care. 

A  facility  would  be  classified  as 
“urban”  if  it  is  located  within  one  of  the 
Standard  Metropolitan  Statistical  Areas 
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(SMSAs)  or,  in  New  England,  one  of  the 
New  England  County  Metropolitan 
Areas  (NECMAs).  All  other  facilities  are 
“rural.” 

2.  After  classifying  facilities,  we 
propose  to  then  break  down  the  average 
cost  per  treatment  (excluding  the  cost  of  . 
physician  supervisory  services)  for  each 
facility  into  the  two  major  components: 
the  labor  component  and  the  nonlabor 
component.  We  would  divide  the  labor 
component  costs  by  the  appropriate 
area  hospital  wage  index  (using  the 
SMSAs  and  NECMAs)  and  array  all  the 
adjusted  labor  components,  weighted  by 
the  number  of  treatments,  in  each  group 
in  descending  order.  We  would  then  set 
each  group's  labor  component  at  the 
median  of  this  array.  (That  is,  we  would 
array  the  number  of  treatments 
furnished  at  each  rate  beside  the  array 
of  labor  components  and  establish  the 
median  at  the  rate  corresponding  to  the 
50th  percentile  of  treatments.) 

We  plan  to  use  the  hospital  wage 
index,  developed  from  data  supplied  by 
the  Bureau  of  Labor  Statistics  (BLS),  to 
adjust  for  area-wage  differentials.  The 
data  to  be  used  are  those  for  the 
“hospital  group,”  a  standard  BLS 
reporting  category. 

The  hospital  wage  index  was 
developed  by  computing  the  national 
SMSA  (or  NECMA)  average  wage  for 
the  hospital  group  and  dividing  this 
average  into  the  average  hospital  wage 
for  each  SMSA  (or  NECMA).  The  result 
is  expressed  as  an  index  number,  which 
is  used  to  adjust  the  wage  portion  of  the 
group  limit.  For  non-SMSA  areas,  the 
index  was  developed  by  computing  the 
national  non-SMSA  averge  wage  for  the 
hospital  group  and  dividing  this  average 
into  the  average  hospital  wage  for  all 
non-SMSA  counties  in  a  State.  The 
index  then  applies  to  all  non-SMSA 
counties  in  the  State. 

To  get  the  nonlabor  component  for 
each  group,  we  plan  to  array  the  average 
nonlabor  cost  for  each  facility  in 
descending  order,  weighted  by  the 
number  of  treatments,  and  compute  the 
median.  We  would  then  add  the 
nonlabor  component  of  each  group  to 
the  labor  component  for  that  group  to 
get  the  basic  group  incentive 
reimbursement  rate.  We  propose  to 
adjust  the  rate  for  each  facility  by 
multiplying  the  appropriate  group  labor 
component  by  the  area  wage  index  for 
that  facility  and  adding  the  result  to  the 
nonlabor  component  for  the  applicable 
group. 

3.  The  rates  we  would  produce  in  this 
fashion  would  be  for  outpatient 
maintenance  dialysis  treatments.  The 
methodology  for  deriving  payments  for 
peritoneal  dialysis,  self-care  dialysis 


training  treatments  and  for  physicians' 
services  would  be  as  follows. 

B.  Reimbursement  for  Peritoneal 
Dialysis.  In  view  of  the  limited  data 
available  on  the  cost  of  peritoneal 
dialysis,  we  would  not  compute  a 
separate  prospective  rate  for  that  mode 
of  dialysis.  Rather,  we  would  base  our 
reimbursement  of  those  hospitals  and 
independents  whose  patients  are  on 
peritoneal  dialysis  on  the  hemodialysis 
rate.  As  more  complete  cost  data  for 
peritoneal  dialysis  become  available, 
we  will  review  the  desirability  of 
developing  a  specific  prospective  rate 
per  treatment  for  peritoneal  dialysis. 

Hemodialysis  for  a  typical  patient 
might  be  accomplished  in  sessions  of  5 
hours,  furnished  3  times  per  week. 
Peritoneal  dialysis,  however,  is  usually 
accomplished  in  sessions  of  10-12  hours 
duration,  furnished  three  times  per 
week,  the  medical  equivalent  of  3 
hemodialysis  sessions.  However, 
because  peritoneal  dialysis  is  sometimes 
accomplished  in  fewer  sessions  of 
longer  duration,  we  compare  the  total 
number  of  hours  of  peritoneal  dialysis 
furnished  in  1  week  to  a  given  patient  to 
the  typical  number  furnished  to  a  typical 
peritoneal  patient.  Accordingly, 
reimbursement  to  the  facility  for 
patients  on  peritoneal  dialysis  would 
depend  on  the  length  of  the  dialysis 
session  and  the  number  of  sessions 
furnished  per  week  as  described  below. 

1.  Peritoneal  dialysis  sessions  of  less 
than  20  hours  duration.  For  example, 
when  a  patient  on  peritoneal  dialysis 
dialyzes  once  a  week  for  12  hours  the 
hospital  or  independent  would  be 
reimbursed  the  equivalent  of  one 
hemodialysis  treatment.  When  a  patient 
dialyzes  in  two  or  three  12-hour  dialysis 
sessions  in  a  week,  the  hospital  or 
independent  would  be  reimbursed  the 
equivalent  of  two  or  three  hemodialysis 
treatments  respectively. 

2.  Peritoneal  dialysis  sessions  of  less 
than  30  hours,  but  20  hours  or  more 
duration.  When  a  patient  on  peritoneal 
dialysis  dialyzes  for  one  20-29  hour 
session  in  a  week,  the  hospital  or 
independent  would  be  reimbursed  the 
equivalent  of  one  and  a  half 
hemodialysis  treatments.  If  a  patient  has 
two  20-29  hours  dialysis  sessions  in  a 
week,  the  hospital  or  independent  will 
be  reimbursed  the  equivalent  of  three 
hemodialysis  treatments. 

3.  Peritoneal  dialysis  sessions  of  30 
hours  or  more  duration.  When  a  patient 
on  peritoneal  dialysis  dialyzes  once  a 
week  for  30  hours  or  more,  the  hospital 
or  independent  will  be  reimbursed  the 
equivalent  of  three  hemodialysis 
treatments,  which  is  the  medical 
equivalent  of  30  hours  or  more 
peritoneal  dialysis. 


4.  If  additional  peritoneal  dialysis 
beyond  the  usual  weekly  maintenance 
dialysis  is  required  because  of  special 
circumstances,  the  facility's  claim  for 
extra  dialysis  sessions  would  have  to  be 
accompanied  by  a  medical  justification. 
Under  these  circumstances 
reimbursement  for  additional  peritoneal 
dialysis  treatments  may  be  made. 

C.  Reimbursement  for  Physicians  ’ 
Services.  We  have  two  methods  of 
reimbursing  physicians’  supervisory 
services  for  end-stage  renal  disease 
patients:  the  “initial"  method,  where  we 
allow  the  facility  up  to  an  additional  $12 
per  outpatient  maintenance  treatment; 
and  the  “alternate”  method,  where  the 
physician  bills  Medicare  or  his  patient 
directly.  Under  the  incentive 
reimbursement  rate  method,  we  would 
continue  to  allow  an  extra  amount  of 
payment  per  treatment  for  services 
furnished  under  the  “initial”  method. 

We  plan  to  reexamine  the  basis  for  this 
amount  in  the  near  future. 

D.  Reimbursement  for  Self-Care 
Dialysis  Training.  We  now  allow  an 
additional  amount  (up  to  $20)  for  each 
outpatient  maintenance  treatment 
furnished  during  a  course  of  self-care 
training  to  cover  the  additional  cost  of 
the  training.  Under  the  proposed 
reimbursement  rate  method,  we  would 
continue  to  allow  an  extra  amount.  We 
plan  to  reexamine  the  basis  for  this 
amount  in  the  near  future. 

Application  of  Proposed  Methodology 

As  discussed  earlier  in  this  preamble, 
the  data  currently  available  to  us  are  not 
a  reliable  basis  for  establishing  an 
incentive  reimbursement  rate.  The  cost 
data  we  have  from  hospitals  were 
prepared  in  accordance  with  Medicare 
principles  of  reimbursement.  However, 
the  data  submitted  by  independents 
were  for  the  most  part  prepared  in 
accordance  with  whatever  cost 
accounting  principles  the  independent 
chose  to  use.  Since  the  computation  of 
costs  according  to  different  sets  of  cost 
accounting  principles  can  have  differing 
results,  we  do  not  know  how  the 
average  costs  of  independents  would 
compare  to  the  average  costs  of 
hospitals  if  both  sets  of  costs  were 
determined  in  a  consistent  manner. 

In  order  to  reconcile  possible 
discrepancies,  we  are  doing  careful 
audits  on  a  statistically  selected  sample 
of  over  100  facilities  to  determine  their 
costs  based  on  Medicare  principles  of 
reimbursement.  Our  initial  incentive 
reimbursement  rate  will  be  based  on  the 
results  of  these  audits,  which  we  expect 
to  complete  in  the  near  future.  As  noted 
earlier  in  this  preamble,  we  intend  to 
use  the  data  from  the  audits  to  calculate 
the  applicable  rates.  We  will  publish  a 
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notice  setting  forth,  for  public  comment, 
our  proposed  rates  and  explaining  the 
methodology  and  data  used  to  derive 
them. 

We  believe  that  the  first  year  of  this 
innovative  reimbursement  method  will 
provide  us  with  valuable  experience  in 
prospective  reimbursement  rate  setting. 
We  will  be  able  to  collect  reliable  cost 
data  from  all  facilities.  In  the  future,  we 
may  propose  changes  in  the 
methodology  of  the  rate  setting  process, 
based  on  our  experience  and  more 
extensive  data. 

42  CFR  Part  405  is  amended  as  set 
forth  below: 

1.  A  new  §  405.439  is  added  to  read  as 
follows: 

§  405.439  Payments  for  covered 
outpatient  maintenance  dialysis  and  self* 
care  dialysis  training. 

(a)  Purpose.  This  section  implements 
section  1881(b)(2)(B)  of  the  Act  by 
specifying: 

(1)  The  amount  of  payment  for  Part  B 
covered  outpatient  maintenance  dialysis 
and  self-care  dialysis  training 
treatments  furnished  to  patients 
dialyzing  in  an  approved  ESRD  facility: 
(see  §  405.2102  of  this  part  for 
definitions) 

(2)  How  the  rates  will  be  established: 
and 

(3)  Reporting  requirements  for 
approved  ESRD  facilities. 

(b)  Amount  of  payment.  (1)  Payment 
for  outpatient  maintenance  dialysis 
treatments  and  self-care  training 
dialysis  treatments  furnished  in  a 
facility  in  accounting  periods  beginning 
after  (the  effective  date  of  this 
regulation  amendment),  will  be  made  at 
the  rate  of  80  percent  of  a  prospective 
per  treatment  rate  established  under  this 
section  (after  first  applying  any  unmet 
Part  B  deductible).  For  purposes  of  this 
paragraph,  the  beginning  of  a  facility’s 
accounting  period  may  not  start  more 
than  12  months  after  the  end  of  its  usual 
accounting  period  ending  before  (the 
effective  date  of  this  regulation 
amendment). 

(2)  If,  during  the  first  cost  reporting 
period  starting  after  (effective  date  of 
this  regulation  amendment),  a  facility 
has  per  treatment  costs  above  the 
applicable  established  prospective  rate, 
payment  will  be  made  during  the 
transitional  period  (after  first  applying 
any  unmet  Part  B  deductible),  at  the  rate 
of  80  percent  of  the  lesser  of 

(i)  The  75th  percentile  of  the  average 
costs  per  treatment;  or 

(ii)  The  facility’s  actual  allowable 
costs  per  treatment. 

(3)  If  a  facility’s  allowable  cost  per 
treatment  exceeds  the  applicable 
prospective  rate,  payment  of  80  percent 


of  a  reasonable  amount  in  excess  of  the 
prospective  rate  may  be  made  (after  first 
applying  any  unmet  part  B  deductible)  if 
the  facility  can  demonstrate  to  the 
satisfaction  of  HCFA  that  the  excess 
cost  per  treatment  is  due  to  one  or  more 
of  the  conditions  below.  Extra  payment 
will  be  made  to  the  extent  that  the  costs 
are  reasonable,  attributable  to  the 
conditions  specified,  and  separately 
identified  by  the  facility. 

(i)  Low  utilization  is  experienced  by  a 
facility  that  is  approved  and  classified 
by  the  Administrator  for  a  time  limited 
exception  status  (see  §  405.2122(b)  for 
criteria  that  must  be  met  for  this  type  of 
classification): 

(ii)  A  typical  renal  dialysis  services 
are  furnished  because  of  the  special 
needs  of  the  patients  treated: 

(iii)  There  are  extraordinary 
circumstances  beyond  the  control  of  the 
facility.  These  circumstances  include, 
but  are  not  limited  to,  strikes,  fires, 
earthquake,  flood,  or  similar 
circumstances  with  substantial  cost 
effects; 

(iv)  The  facility  is  a  sole  community 
supplier  of  services. 

(4)  The  beneficiary’s  sole  liability 
under  this  section  would  be  his  or  her 
unmet  part  B  deductible  and  20  percent 
of  the  facility’s  per  treatment 
reimbursement  rate. 

(5)  In  every  case  where  payment 
above  the  incentive  reimbursement  rate 
is  made,  the  intermediary  will  verify  the 
facility’s  costs  by  audit. 

(6)  A  facility  requesting  payment 
above  the  propective  reimbursement 
rate  imposed  under  this  section  must 
make  its  request  within  180  days  after: 

(i)  The  intermediary  notifies  the 
facility  of  the  prospective 
reimbursement  rate;  or 

(ii)  An  extraordinary  circumstance 
with  substantial  cost  effects  occurs. 

(7)  If  the  facility  disagrees  with  the 
amount  it  receives  per  treatment  after 
requesting  higher  payment,  the  facility 
may  request  a  review  from  the 
intermediary  or  the  Provider 
Reimbursement  Review  Board  in 
accordance  with  subpart  R  of  this  part. 
The  facility  must  request  a  review 
within  180  days  of  the  date  of  the 
decision  on  the  facility’s  request  for  a 
higher  per  treatment  rate  under 
paragraph  (b)(2)  or  (b)(3)  of  this  section. 

(8)  For  purposes  of  determining  PRRB 
jurisdiction  under  subpart  R,  the  amount 
in  controversy  per  treatment  will  be 
determined  by  subtracting  the  amount  of 
program  payment  from  the  lower  of: 

(i)  The  amount  the  facility  requested 
under  paragraph  (b)  (2)  or  (3); 

(ii)  The  facility's  reasonable  cost;  or 

(iii)  Where  the  facility  has  requested  a 
higher  payment  under  the  phase-in 


provisions  in  paragraph  (b)(2),  the  75th 
percentile  payment  cap. 

(9)  The  amount  in  controversy  will 
then  be  calculated  by  multiplying  the 
amount  per  treatment  by  the  number  of 
treatments  the  facility  furnished  during 
its  cost  reporting  period  (or  a  projected 
estimated  number  of  treatments  for  the 
cost  reporting  year). 

(c)  Publication  of  rates.  Periodically, 
the  Administrator  will  publish  a  notice 
in  the  Federal  Register  proposing  rates 
under  this  section  that  will  be  applicable 
to  subsequent  cost  reporting  periods. 

The  notice  will  also  explain  the  basis  on 
which  the  rates  were  established.  After 
reviewing  public  comments,  the 
Administrator  will  publish  a  notice  in 
the  Federal  Register  establishing  the 
rates  authorized  by  this  section.  In 
setting  these  rates,  the  Administrator 
may  adopt  reasonable  classifications  of 
facilities  and  may  establish  different 
rates  for  different  types  of  dialysis 
treatments. 

(d)  Recordkeeping  and  reporting 
requirements.  (1)  Each  approved  facility 
must  keep  adequate  records  and  submit 
a  cost  report  in  accordance  with 

§  405.406  and  §  405.453.  The  allowable 
cost  included  in  the  cost  report  shall  be 
the  reasonable  cost  related  to  outpatient 
dialysis  treatments  furnished  to 
Medicare  beneficiaries.  Reasonable  cost 
includes  all  necessary  and  proper 
expenses  incurred  by  the  facility  in 
furnishing  the  dialysis  treatments,  such 
as  administative  costs,  maintenance 
costs,  and  premium  payments  for 
employee  health  and  pension  plans.  It 
includes  both  direct  and  indirect  costs 
and  normal  standby  costs.  It  does  not 
include  costs  that: 

(1)  Are  not  related  to  patient  care  for 
outpatient  maintenance  dialysis  and 
self-care  dialysis  training; 

(ii)  Are  for  services  or  items 
specifically  not  reimbursable  under  the 
program;  or 

(iii)  Flow  from  the  provision  of  luxury 
items  or  services  (items  or  services 
substantially  in  excess  of  or  more 
expensive  than  those  generally 
considered  necessary  for  the  provision 
of  needed  health  services). 

(2)  The  cost  reimbursement  principles 
set  forth  in  this  subpart  D,  (beginning 
with  §  405.415,  Depreciation),  shall 
generally  apply  in  the  determination  and 
reporting  of  the  allowable  types  and 
items  of  cost  incurred  in  furnishing 
outpatient  dialysis  treatments  to 
patients  dialyzing  in  the  facility.  The 
following  principles,  however,  are  not 
applicable: 

(i)  Section  405.429,  Return  on  equity 
capital  of  proprietary  providers; 
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(ii)  Section  405.436,  Reimbursement  of 
organ  procurement  agencies  (OPA)  and 
histocompatibility  laboratories: 

(iii)  Section  405.451,  Cost  related  to 
patient  care; 

(iv)  Section  405.454,  Payment  to 
providers  through  §  405.488.  Effect  of 
principles. 

2.  Section  405.502  is  amended  by 
revising  paragraph  (e)  to  read  as 
follows: 

§  405.502  Criteria  for  determining 
reasonable  charges. 

***** 

(e)  Determination  of  reasonable 
charges  under  the  End-Stage  Reneal 
Diseases  (ESRD)  Program.  (1)  With 
respect  to  reimbursement  for  covered 
items  and  services  in  connection  with 
renal  dialysis  and  kidney 
transplantation,  the  normal  medical 
market  in  which  customary  and 
prevailing  charges  can  be  determined 
will  not  be  available:  most  such  services 
will  be  reimbursed  by  the  health 
insurance  program.  (2)  Therefore,  with 
respect  to  nonprovider  facilities, 
reasonable  charges  for  these  items  and 
services  furnished  before  the  effective 
date  of  the  incentive  reimbursement 
described  in  §  405.439  shall  be  defined 
in  terms  related  to  charges  or  costs  prior 
to  July  1, 1973,  and  to  the  costs  and 
allowances  that  are  reasonable  when 
the  treatments  are  provided  in  an 
effective  and  economical  manner.  (3) 
With  respect  to  physicians’  services  to 
patients  on  renal  dialysis  or  in 
connection  with  kidney  transplantation, 
reasonable  charges  shall  be  defined  in 
terms  related  to  charges  made  for  other 
services  taking  into  account  comparable 
physicians’  time  and  skill  requirements. 
(For  provisions  applicable  to  providers 
of  services  see,  generally,  Subpart  D  of 
this  part.)  The  provisions  contained  in 
§  405.541  through  §  405.544  describe  in 
detail  the  criteria  for  determining  the 
reasonable  charges  for  items  and 
services  in  connection  with 
transplantation  or  dialysis,  and  the 
limits  which  are  established  on  charges 
and  services  above  which 
reimbursement  is  made  only  upon 
additional  justification.  (4)  For  special 
rules  concerning  the  reimbursement  of 
ESRD  services  furnished  by  risk-basis 
health  maintenance  organizations 
(HMO’s)  or  by  facilities  owned  or 
operated  by  or  related  to  such  HMO’s 
by  common  ownership  or  control  see 
§§  405.2042(b)(14)  and  405.2050(c). 


3.  Section  405.541  is  amended.by 
revising  the  introductory  paragraph  to 
read  as  follows: 

§  405.541  Criteria  for  determination  of 
reasonable  charges  for  nonprovider  renal 
dialysis  facility  services. 

A  nonprovider  renal  dialysis  facility 
which  is  approved  to  furnish 
maintenance  renal  dialysis  treatments 
or  provide  self-dialysis  training  is 
reimbursed  through  the  intermediary 
servicing  the  provider  affiliated  with  it 
under  the  ESRD  program  (see 
§  405.2160).  The  reimbursement  shall  be 
accepted  by  the  facility  as  payment  in 
full,  subject  to  the  deductible  and 
coinsurance  (see  §  §  405.240  and 
405.245),  for  covered  services  furnished 
to  the  beneficiary.  (See  also 
§  405.231(h).)  Reimbursement  for 
services  furnished  after  June  30, 1973, 
and  before  the  effective  date  of  the 
incentive  reimbursement  described  in 
§  405.439  will  be  made  under  this 
section. 

(Secs.  1102, 1814(b),  1833, 1861  (v)(l),  1871  and 
1881  of  the  Social  Security  Act;  42  U.S.C. 

1302;  1395(f),  1395, 1395(v)(l),  1395hh  and 
1395rr) 

(Catalog  of  Federal  Domestic  Assistant 
Program  No.  13.773  Medicare — Hospital 
Insurance  and  No.  13.774,  Medicare — 
Supplementary  Medicare  Insurance) 

Dated:  January  12, 1980. 

Leonard  D.  Schaeffer, 

Administrator,  Health  Care  Financing 
Administration. 

Approved:  September  2, 1980. 

Patricia  Roberts  Harris, 

Secretary. 
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